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""la biotechnologie c'est donc aussi la possiblitie de
transformee des bacteries, des levures ou tout autre
Microorganisme en une usine biologique specialisee dans la
production de tel ou Tel produit (insulin, interferon

hormones....).
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DNA diagnostics, Health Council of the Netherlands Committee on DNA.

Andre Pichot, Hostoire de Nation de Gene, Amazon, Fr. 100.
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What are the intellectual properties?
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@) With any type of property there are property rights. When IPs are expressed in a
tangible form they can be protected. IPRs have been created to protect the right of

individuals to enjoy their creations and discoveries IPRs can be traced to the
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fourteenth century when European monarchs granted proprietary rights to writers for

their literary works.

Usually IPR are protected one of three legal theories: copyrights, trademarks or
patents. These theories demonstrate that IPR are private rights. They have been
created to ensure protection against unfair trade practice. Owners of IP are granted
protection by a state and/or country, under varying conditions and periods of time.
This protection includes the right to: 1) defend their rights to the property they
created; (i1 prevent others from taking advantage of their ingenuity; i1y encourage
their continuing innovativeness and creativity; and vy assure the world a flow of

useful, informative and intellectual works.
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Despite Law no. 132 of 1949 and its e'-'planatory memorandum's statements that the
word "industrial" includes the use of patents in agriculture, the memorandum excludes
inventions of foodstufts and pharmaceutical compounds since the law allows only ten
years' protection. Such an attitude, which covers genetic engineering, does not help
promotion, development and investment, which Egypt greatly needs. Genetic
engineering offers major tools for enhancing agricultural productivity and, hence,
socio—economic development. Biotechnology research offers new tools and
approaches to agricultural sustainability whereby food and fiber requirements may be
met and the environmental quality enhanced. Egypt's failure to develop appropriate
biotechnology applications and the inability to acquire technologies could deny her
timely access to new advances (M.A. Madkour, Cairo, 1996, personal

communicationy.

The new draft law overcomes these provisions because it expressly states that it applies
to agriculture, foodstuffs, plant species and microbiological process and their products.
Therefore agriculture and its products are subject to protection as long as it is

patentable subject matter.
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The history of science and technology in the Indian subcontinent can be traced back to
the Paleolithic era (150.000 years agoy when a range of stone tools were in existence.
This was followed by the flourishing period of Harappan culture (2500~ 1750 Be)
during which beginnings were made in exquisite pottery, metal working, glazing,
animal husbandry, agricultural implements and practices. Commercial trade links were
also established with the neighboring cultures in the central and Western Asian
regions. The subsequent Vedic period (1500 BC to 1200 ADy saw rapid advances in
the understanding of biological sciences, astronomy, mathematics, various forms of
materials, medicine including A”urveda and surgical techniques, agricultural practices
and evolution of technological skills specifically with respect to working with metals,
ornamental pottery and tiles (Bose et al., 1971y. The scientific activity was essentially
individualistic in pursuit of the ultimate truth. There was no competitive overtone and

the knowledge was passed on through the strong family systems in the community.

In the next few centuries, the social milieu, traditional compulsions, political
vicissitudes and caste distinctions did not promote cross-fertilization of disciplines or
transfer of knowledge across family/caste borders. Knowledge and techniques that had

been developed were retained within families and this was considerers adequate.
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F.H. Erbisch and K.M. Maredia, Intellectual in agricultural biotechnology, Op. cit., p.
129.
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India is a signatory to GATT and is therefore expected to implement the clauses under
TRIPs to harmonize the Indian IPR laws with the rest of the global partners in the
world trade organization (WTO). India's "I copyright laws do not need amendment as
they are already harmonized with international ones. The trademarks and Merchandise
Act 1958, the Indian Designs Act 1911 and the patents Act 1970 are due for revision,
though, and this is currently under consideration. India is a member of the WTO but
has not yet joined the Paris convention. It is therefore not a party to the patent
cooperation Treaty (PCT) and consequently also not a member of the Budapest

Treaty.

Kazuo, N. Watanabe: Atushi Komamine and Yoshihiko Nishizawa. Japan. Intellectual

property right.

1O sie <t yidia Calga (e Cany
I[P/ in Agricultural biotechnology.
F.H. Erbisch and K.M. Maredia, Op. cit., p. 105.

Intellectual property rights (IPR) laws are well established in Japan (table 9 1-
Anonymous, (1996aj. Japanese IPR principles are based on (the first-to- file system,
which is different from the USA's first — to- invent I system the patent examination
standards were revised in 1993 with an I eve towards international harmonization. The
revisions emphasize: (1y simplification of standards by integration of previously vague
rules; (1) enforcement of inventors' and owner's rights by extending the covered

subjects/ categories.
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@) The Andean Pact, or Pact or Cartagena (Acuerdo de Cartagenay, named after the place
where the pad was signed, was created in 1969 and initially comprised Bolivia.
Colombia, Chile, Ecuador and Peru. Venezuela entered in 1973 and Chile left in 1976
fIFEDEC, 1987). Its stated objective is the balanced and harmonious development of
its member countries through economic integration. Towards this end, its most
important instruments are the harmonization of economic and social policies, common
industrial policies. Liberalization of trade within the group, a common external tarift

and communication infrastructure development.

The maximum political authority of the Andean Pact is the Commission, formed by
national representatives. The commission, formed by national representatives. The
commission normally meets three times a year. Its decisions are numbered sequentially
and have the force of law in each member country. The technical and executive body
of the pact is the Junta del Acuerdo de Cartagena JUNAC), which is supported by an
administrative and technical office located in Lima, Peru. The Junta has three members
named by the commission for a three- year term. Additional important structures
within the Andean Pact framework are the Andean Parliament and Court and the

Andean Finance Corporation (Corporacion Andina de Fomento), among others.

The Andean pact was launched as a political and economic development mechanism.
Each country sought to develop a local industry using tarift and other barriers to

protect it in its initial "juvenile" phase.
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@ Decision 345 establishes a common PBR system based on the UPOV model. The
potential contradiction between two diftferent forms of protection of plant species or

varieties has yet be resolved.

The supranational legislation is applied in each country. In the case of Decision 345,
national by laws are required. The status of the actions taken by the member countries
in this regard to December 1996 are presented in table (1), the validity of the
supranational legislation in the member countries has been challenged in the courts,
which have until now upheld it. For example, several rulings by the Venezuelan

Suupreme Court have tacitly recognized the validity of Decision 344.
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@), Salazar. Op. cit., p. 183.

- The first big challenge for the Costa Rican IP system is to amend laws in accordance to
TRIPs requirements. In terms of patents, this means basically allowing patentable
subject matter to include microorganisms and biological processes with protection for

animals and plant varieties.
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Also included are microbiological processes and their products. Compulsory licenses
will also need regulation as required by TRIPs. But the most relevant change, in terms
of negative impact on the national pharmaceutical industry, is amending the patent
protection from a 12 year period to a 20 year period. This will have a substantial f

impact in pharmaceutical, agrochemical, fertilizer and food and beverage industries.

It is not clear when the changes on the patent law are going to be discussed. Two
reform projects have so far been presented in Congress and are awaiting an agenda.

Both projects try to fulfil TRIPs requirements.

As well as facing the challenge of implementing TRIPs, the central American region
and all hemispheric countries will have to address IPR issues in negotiations to create
the free trade of the Americas region by the year 2005. Another area where IPR could
be important is in the possible bilateral trade negotiations between the USA and the

central American countries.
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@) While many developing countries adopted this defensive position, most industrialized

countries, motivated by the constant emergence of new technologies and their
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growing importance, worked on the consolidation of an international system. Within
this framework, great efforts were devoted to the establishment of agencies and
international agreements such as the world intellectual property organization, the
patent cooperation treaty, and the European patent oftice. The positions taken by the
industrialized countries gave rise, for the first time, to the inclusion of a specific chapter
on intellectual property (IPy in the Uruguay Round negotiations of the general
agreement on tarifts and trade (GATT). Taking the American bill as a basis, the
industrialized countries began a search for an effective, sufficient level of protection for
the intangible elements making up the value of a piece of merchandise. Lack of
protection for IP would, in the US opinion, represent "a significant, growing non-
customs barrier for the trade in goods and services' (Correa, 1989y. After drawn-out
negotiations, the trade- related aspects of intellectual property rights (TRIPs)
agreement was adopted in 1994 establishing minimum standards for IP protection in

the member countries of GATT (now the world trade organization, or WTO.
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@) L. Solleirro and R.. Castamion (Mexicoy op. cit., P: 189.

-Trade liberalization policies were introduced in Mexico in the mid-1980s. At the
same time. A heated debate also began on the possibility of reforming the inventions
and trademarks law of 1976. As result, the law was reformed on 16 January 1987.
The reforms introduced the possibility of granting patents to inventions for the
protection of the 3- environment, animal food. New processes to obtain alloys and
processes to produce agrochemicals, pharmaceutical products and chemical products.
The reforms also stated that, in a ten year period, patenting chemical products and
almost any type of biotechnology invention would be allowed. The term of validity

of patents was also extended from ten to 14 years.

@) This law provides the possibility of granting patents to most inventions, according to
standards established by TRIPs, and at the same time, liberalized technology transfer
by abrogating the law for the register and control of technology transfer and the use

and exploitation of patents and trademarks that had been in force since 1972.
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In August 1994, with the objective of fulfilling the standards of the intellectual
property chapter of NAFTA as well as those of TRIPs, the Lav, for the promotion and
protection of industrial property was amended. Its name was also changed to the

industrial property law. The reforms came into force in October 1994.
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@) Salazar. Op. cit., p. 181.

- The situation changed greatly after the announcement of the agreement on trade-
related aspects of intellectual property rights, including trade in counterfeit goods
(TRIPsy. Many Latin American countries, including costa Rica, soon became
members of the WTO and had to modify their existing IRP laws. Even today, there is

a debate as to the real reasons why these laws were changed.

There has not been a real and detailed debate on IPR protection in Costa Rica. Most
of the changes in the laws that have occurred, especially the copyright law, are not the
products of studies or debates, but, instead, are in response to specific demands from
developed countries like the USA. In a global economy with open markets and free
trade agreements, the IPR rules will also have to be changed to remain competitive
(Sherwood, 1990). Lin fortunately, in Costa Rica these changes have been made
without considering the impact, positive or negative, of those changes on the country's
socioeconomic development. With clear rules now articulated under TRIPb and with
no possibility of reverting back to the old laws, Costa Rica should realize that IPR
systems must be conceived in accordance with a chosen economic development
model. Unfortunately, Costa Rica is making only patchwork changes which reflect
neither a policy nor a strategy for the social and economic development of the

country.
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@) J.L. Solleiro and R.. Castanon. Op. cit., p. 196.

- The justification normally given for introducing and strengthening IP legislation in
countries with a lower level of industrial and technological development is that,
without the incentive of market protection these rights represent, the flow of
investment, trade and technology towards these countries would be interrupted. It is
also argued that lack of eftective protection would inhibit the innovative capacity of
society. On the other hand, opponents of the industrial property system state that
monopolistic protection is exclusively used to reserve exclusive import markets,
without investments and eftorts to develop productive investment and innovation in

the country in question.

- It is true that there are not sufficient studies to make it possible to come to conclusions
on these hypotheses. Furthermore, the problem of assessing the effects of IP protection
on the economy and society is very complex, since it is virtually impossible to isolate
the phenomenon as an object of study, and separate it from the extremely broad
context of economic, sectorial, industrial, agricultural and science and technology
policy. However, it is possible to see that the eftects and strategic importance of IP
differ considerably from sector to sector. In a recent study, Mansfield (1992 revealed
that firms that consider IPR more important for their investment decisions in new

manufacturing installations tend to be large and intensive in research and development.
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It can in no way be assumed that the simple introduction of modern legislation
governing IP will be a sufficient condition to attract foreign (or nationaly capital to a
certain sector. At present, there seems to be an agreement that, due to the current
conditions is international trade, this is a requirement, but other, perhaps more
important, factors are needed to create the competitive environment necessary to
attract investment, such as rapid economic growth, low relative costs, political and
social stability, supply of special capacities in some sector of the economy, and the

existence of political advantages and specific development program.
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®)'S. Salazar. Op. cit., P. 182,

- Since Costa Rica became a VVTO member in 1994, the government became aware of
the changes needed to comply with TRIPs requirements. The real questions became,
does the law have to change? If so, when to make those changes? Since the agreements
on the Uruguay round have become a law at the level of an international treaty, and
the costa Rican constitution recognizes international agreements as ranking higher
than national laws, debates have begun about whether TRIPs implementation needs
changes in the law or if the laws were automatically changed when the national
Assembly approved the Uruguay Round. For example, Cost Rican patent law
establishes a 12 year protection period for a patent and the TRIPs agreement sets a 20
year protection period. If TRIPs is an international convention approved by the
Congress, does that mean that the Costa Rican Registry, since that approval, has to
automatically grant patents for a 20 year period? Or the congress has to amend the
patent law? There is still widespread disagreement in this matter but the thesis from the
government, saying that TRIPs implementation requires law modifications by the

Congress, is prevailing.
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() Kazuon, N. Watanabe. Atushi Komamine and Yoshihiko. Nishizawa, Op. cit., p. 122.

- The Japanese IPR laws are under the supervision of the patent agency and the agency
tor cultural aftairs. However, the seed and seedling law 1s under the ministry of
agriculture, forestry and fishery. Additionally, several ministries are associated with
various IPR, including the ministry of international trade and industry (MITT), Science
and Technology Agency (STA), Ministry of Health and Welfare, etc. these agencies
are influential in determining grants or implementing IPR. The interaction between
agencies and the harmonization of their systems are poor compared with those in other
developed countries. Thus, with respect to agro-biotechnology, two or more agencies
can give contradictory rulings. This makes the system very inconvenient for applicants
and potential users of IPR. A good example concerns the biosafety and food safety
rules governing genetically engineered organisms. Although five governmental

agencies regulate this area, their rulings are inconsistent. Unless a supervisory group is
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established to watch over these agencies and integrate them, Japanese IPR laws,

particularly those associated with biotechnology, may have a fragile base.
©) DA. A. Baev. Op. Cit., p. 152.

- In contrast with the Western legal model, the Soviet system for inventions was
characterized by collective ownership of certified inventions protected by inventors'
certificates of authorship (cvlorskoe svlde-tel'stvoy. An inventor's certificate oftered a
guarantee of a fixed royalty-like payment and certain other material and immaterial
rights and privileges for the inventor, whose authorship was officially certified, and it
entitled the Soviet state to organize freely the commercial exploitation of the

invention. Inventions protected by inventors' certificates could be liberally exploited
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without any permission by the Soviet state, cooperatives, public enterprises and other
legal entities. The inventions for which an inventor's certificate inverse issued were
thus placed in a public domain. The state also monopolized control over the use of
Soviet inventions outside the USSR by entering into licensing agreements with regard
to the exploitation of inventions abroad and by fulfilling various preparatory tasks for

such exploitation, such as patent applications and patent litigation.
@ Tan Loke Khoom (Chinay, Op. cit., p. 113.

- Intellectual property. Even though China has improved its system of protecting IP,
counterfeiting of audiovisual products has led to estimated losses of billions of dollars to
US software companies. The US- China IP agreements of 1995 and 1996 have
brought about marked changes. However, pirates are getting more sophisticated and
there is still an overwhelming demand for counterfeit products, not only on the
mainland but in other countries and regions including Russia and Hong Kong.
Therefore, before the PRC accedes to the WTO, the PRC needs to assure members
of the international community that they will continue in their efforts to curb IP

abuses by pirates and other infringers of IPR.
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@ Tan loke Khoon (chinay Op. cit., p. 111.

- To complement the existing IP laws, the PRC has a network of enforcement agencies
which have been given the power to monitor and enforce compliance with the IP
legislation. The administrative authorities, particularly the SAIC, have had recognized
success in curbing IP infringements, largely due to an excellent network of offices
throughout china. The NCA and the patent administration Bureau have been less

active in this respect particularly due to lack of manpower, experience and resources.
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) F H. Erbisch and Velazques, Op. cit., p. 6.
@) Ibid.

- With the growing recognition of IPR, the importance of worldwide forums on IPs is
realized. Worldwide companies, universities and industries want to protect their [IPR
internationally. In order to reach this goal, countries have signed numerous agreements
and treaties and developed organizations to oversee their applications. These
agreements and treaties include the general agreement on tarifts and trades (GATT),
the world intellectual property organization (WIPO), and the trade-related aspects of

intellectual property rights (TRIPs) treaty.

The desire to promote effective protection of IPR in the international trade forum has
grown immensely. All of the previously mentioned agreements have been created to

promote a balanced international trading field and to prevent the international trades of
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counterfeit goods. Another important reason to justify these agreements and their
enforcement is the protection of IPR in underdeveloped countries and to enable them
to create a sound and viable technological base, allowing participation in international
trade. Every country has its own IP laws dealing with patents, trademarks and
copyrights. Careful review of these laws should be taken to ensure protection under
appropriate jurisdiction. In the USA, protection by patent, trademark and/or
copyrights should be utilized to ensure complete protection of every inventor, creator

or discoverer's [IPR .

) During the last decade, law no. 132 of 1949 on planets, designs and industrial models
was subject to many proposed changes. While the first changes had been completed
before Egypt joined GAAT, the last changes were completed only after GAAT
participation. This is, before GAAT, the law was changed to encourage Egyptians to
invent, to establish a scientific cadre and to introduce basic changes inspired from daily
work and the public interests. The proposed changes were also intended to give

employees, unless otherwise agreed upon, ownership rights in their inventions.
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@ After Egypt had joined GATT and the world trade organization (WTO), and after the
conclusion of the Uruguay Round's trade- related aspects of intellectual property
rights (TRIPs)y, many amendments were added to the draft. These amendments

included:

1. Increasing the patent's term to the new international norm-20 years from the

application's filing date.

2. Removing provisions that allowed the government to expropriate patents for public

utility and instead permitting only compulsory licenses as outlined under TRIPs.

3. Asserting that the patent protection covers all fields of technology as outlined in Article
27 of TRIPs; the draft reads as follows: An invention patent shall be granted in
accordance with the provisions of this law, for every new innovative step feasible for
industrial exploitation whether in connection with new industrial products, new

industrial ways or means or new applications of industrial known ways or methods.

Here it is understood that the word "industrial’ means agricultural foodstuffs, medical
drugs, pharmaceutical compounds, plant species, microbiological processes and their

products.

4. Institution of the "mail box" (Article 70/8), in which applications for patents not yet
protected concerning pharmaceuticals and agricultural chemical products can be filed

pending protection of these applications.
5. The grant of exclusive marketing rights (Article 70/9).
6. Protection of existing subject matter (Article 70/7).
7. The use without authorization of the right holder (Article 31).

8. Exhaustion (Article 6y, which considers the owner of a patent to have exhausted his

marketing rights in case he has already marketed his product in any other country.
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@) Atef El-Azab. Op. cit., p. 67.

- The Egyptian constitution carticle 151y also states that any international convention, in
which Egypt participates and ratifies, is law. Presidential resolution no. 72 of 1995,
which made Egypt a WTO participant, was ratified by the house of commons on 16
April 1995. The subsequent presidential ratification on 19 April 1995 made this
Egyptian law.

A great debate ensued when deciding whether or not to delay for ten years the
implementation of the pharmaceuticals and food products provisions of TRIPs. The
industrial pharmaceutical sectors argued for the delay, stating that it would allow them

time to face worldwide competition (Kabir, 1996; R eichman, 1993.
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Other sectors, such as agriculture, trade and culture, argued for immediate
implementation because they wanted to encourage investment (Federation of Egyptian
industries Report, 1996a, by. the final decision shall be submitted to the House of
commons by the Cabinet of Ministers. No decision has been made, the debate is still

on.
@) Scalise, David, g. and nugent Daniel, Op. cit., p. 4.

- In addition to the obstacle represented by the products of nature doctrine, plant

breeders seeking patent protection under 35 U.S.C. section 101 were confronted with



Ja1 aaall 5 el Aidl — oaleaiyl g 3 ) Sal) dlae

i1 Aaigal) clilailly Adtatiall 4485 1Y) cilay L3NG IMPS:

L) 9 Auigrall Ll aa Jalail) anlils 2B GIMIPS A3l 4,389 9
Ay ¥ 481,30 8159 1S el (B L) 4B S g Aasd 3 LedaUSDA
4K 5aY) o) gall g 1300 dia JFDA Ajlas Ay B Jiaii 4800 A Sllia g ¢
Sy a¥) ALIEPA 458 5 ¥) ddgal) djlan AS g (8 Jali 4300 A llin

EPA La ao pdill dalad) Adaldl) g cculdusal) aa Jalail) anlaii 4adla Lgd Al
Ao Alaad) ) gil) o aal) Gl 8y aladia) A Jai a6l JS o

Ol gpadl g Gy A daylia and g Lgillay Al IS Gl APHIS oy o 583
GHB (a Ll dpagas cillabus cinti g ja) g L)) g Atigal) i) i g 48 ja
CiliL) il cil8d) gal) g g jluail) Jant g Auall jaaldl g el 31 cildy)

S bl (¢ giad Lasie g "' J gadal) Ball" (5 9 98l) laaad) (3 b (e ALl
Ay pcil) ) 381 g 3 gall Bl pa (pa LD Ailal 48] (pe AU AN 5 Bala

an exacting written description requirement. Prior to the birth of biotechnology, plant
breeding was an indeterminate science whose developments were more easily observed
than explained. When a new plant differed from the old only in color, scent or
texture, it was almost impossible to satisfy the written description requirement.
Consequently, plant breeders were denied substantive protection for their discoveries,

derailing innovation in this field.[30]

Recognizing the inadequacies of the patent laws, congress enacted the PPA in 1930 to
"afford agriculture, so far as practicable, the same opportunity to participate in the
benefits of the patent system as has been given industry"'. [31] The PPA states, "[a] any
person who has invented or discovered and a sexually reproduced any distinct and new
variety of plant may obtain a [plant] patent. emphasis addedy." [32] furthermore, to
address the issue of written description, the PPA proclaims, "No plant patent shall be
declared invalid for non-compliance with section 112 of this title if the description is as

complete as is reasonably possible".[33]
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@) Hess, glenn. Op. cit., p. 1.

"The APC legislation, is part of our multi-year effort to ensure that federal health care

reimbursement policy does not act as a disincentive to research" Ms. Myers says.

The patent reform bill, also included in the budget legislation, will help patent
applicants recoup years of protection lost during reviews of their claims by the US

patent and Trademark Oftfice.

The measure will align the US patent process with those used in most foreign
countries, and it will reduce patent fees for only the second time in US history. In

addition, it will guarantee a minimum 17-year patent term and permit the publication
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of some patent applications within 18 months of filing, regardless of whether patents

have been granted.

£0V a (il ga el tasaall e aia Gl /o] )
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@) R osemary A. Wolson: South Africa. P. 73.
ot e e (B iy
F.H. Erbisch and K.M. Maredia- Intellectual property rights in agricultural. Series no.

20.

ralsall J oy LS
- Patents are governed by the patents Act no. 57 of 1978, as amended (the patents Act),
and by regulations made under the act which deal with certain procedural matters.
Patentability requirements in general are similar to those in British law and other
jurisdictions. Section 25 (1 of the patents act provides that a patent can be obtained for
an invention which is novel, involves an inventive step (.e. is unobvious)y and j which
can be used or applied in trade or industry or agriculture. As in 1 the corresponding
British provision (Section 1 (1) of the British Patents Act of 1977), an "invention" is
defined negatively, by stating what is not considered to be an invention for the
purposes of the act South African IP legislation has historically been based on British
Law. "more recently, developments in European law, especially in the European
Patent Convention (EPC), have been followed. The respect with which IPR are

treated in these jurisdictions has informed the South African law I of patents. The
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patent legislation in place 1s well-established, providing I the framework for a system

which can function effectively.

o5l e historically g bl Jlae o Uiy il ogin (8 A SL q p-88 o Calsall il a8
il Al dala o) V) ol e el yda )l shaill gl 35 a1 &35V b ¢ iy )
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@) Nargolwalla, Cyra: France Eu biotechnology Directive Managing Intellectual

property, Jan 2003 Issue 130, p. 66. 1/3 p. ic.

) Ui g1 (al&) o391 ATy i 58 el L 10 sins Jlie
http://web2.epnet.com/delivery. Asp?Tb=1 & ug= dbs+ 0%. Ci% 2¢2 2% c/o 2% c/o+ In+
en-us + sic 11/06- 24. P1.

- The French government was studying a proposed revision of the "Lois sur la
bioethique". The draft bill contained an article 12bis, which unambiguously indicated
that the sequence or partial sequence of a gene is not patentable. If adopted, the French
law would have been in complete contradiction with the EU biotechnology directive
(directive 44/98/CE). Article 12bis was significantly modified and has introduced several
new articles into the French intellectual property Code. The French government's
position remains that article 5 (2 of the EU directive (which allows for the patenting of

elements isolated from the human body or produced by a technical processy contradicts
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Article 5 (1) of the Directive (which indicates that the human body itself and its

elements are not patentable).

The result is a confusing mélange of articles that restrict the scope of claims directed to
gene sequences to the specific function or use indicated in the patent application, and
turther to the specific portion of the gene sequence which is necessary for the function

specified. The bill has not yet been adopted.

The idea seems to have been to satisty big pharma by allowing patentability (albeit
limitedy of genes while limiting the scope of such claims in such a manner as to leave
start-ups with freedom to operate (only excluding the specific usey. When you try to

please everybody, you end up pleasing nobody.
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@) Nargolwalla, Op. Cit. P. 1.

This draft bill, adopted by the Assemblee Nationale, was modified in January 2003 by
the Senate. Article 12bis was significantly modified and now introduces several new
articles into the French Intellectual property Code (IPCy. New article liter was also
added, essentially strengthening the existing provisions of the IPC regarding

compulsory licenses in the interest of public health.

The French government's position remains that article 5 (2) of the EU directive (which
allows for the patenting of elements isolated from the human body or produced by a
technical processy contradicts Article 5 (1y of the Directive (which indicates that the
human body itself and its elements are not patentabley. However, article 5 (3y of the
directive (which requires that the industrial application of a gene sequence must be

present in the patent application when filed) 1s not contested.
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@) The EC commission's attempts to legislate on biotechnology (see Lancet April 28, p
981y ran into fresh difticulties when the draft directive on biotechnology patents was
blocked for the third time in the European Parliament on June 10- this time because of

a possible conflict with the biodiversity convention signed in Rio by the 12 EC
environment ministers the day before. If legal queries raised by the Green faction in
the Strasbourg assembly are not settled in time for the Parliament's July sitting. The

Greens' point concerns a clause in the Rio convention recognizing "that patents and
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other intellectual property rights may have an influence on the implementation of this
convention" and committing signatory states to cooperation- subject to national and
international law "in order to ensure that such rights are supportive of and do not run

counter to (the Convention'sy objectives".

® Michael blakeney. Australia.
e iy e pane o Wiy ala in

F.H. Erbisch and K.M. Maredia- Intellectual property in agricultural biotechnology.
LY 5 laiie 3% Common  wealth &l siS 5l Federation Tabadl gas W il of Jaadls
Olal s a5 Gl iS558 5 (Parliament 43lal s 5 4Slae ol Lgia JSI Territories adl 5 States
il G LS e g AtV gt 8 A saal) ) e Ails Ay Al 4t ik
-l ddalu e g8l Gl ydl ) gisall (A) 0 Balall iy o pdial) )58 Jgivsa Y Constitution
an) 55 A By el ladlall s cilasanal s g1 5RY1 el s aulall (3 s (3l L Legislate
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Australia 1s a federation, or common wealth of eight states and territories, each with its
own court system and parliament. Overarching the common wealth is a national
parliament which has paramount legislative power on subjects which are listed in the
tederal constitution. The constitution dates from the turn of the century. Section 51
(xviily of the constitution confers power up or T federal parliament to legislate with
respect to copyrights, patents of inventions and designs and trademarks. A potential
problem for the federal parliament is that new categories of intellectual property right,
such as plant breeders' rights, are not listed in section 51 (xviiiy of the constitution. At
the apex of the Australian court system is the high court of Australia. Recent high
courts have dealt with this problem by permitting federal legislation pursuant to the
external affairs power in section 51 (xxix) of the constitution. Thus upon Australia's
accession to the international convention for the protection of New varieties of plants
(the UPOV conventiony in 1989, federal legislation on this subject could be

constitutionally grounded.

@ p. Ganguli. Op. cit., p. 134.
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- To appreciate the role patents have played in India so far and the possible changes in the
new patent regime as a result of India becoming a signatory to general agreement on
Tarifts and trade (GATT), it is useful to understand some of the unique features of the
Indian patent Act 1970, which is currently in force. The aspects which are generally
common to the patent laws in other countries are not elaborated here. India follows

the "first- to- file" system as in most countries.
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@) The highly protective industrial policies in India, coupled with a strong internalized
and protective patent regime, resulted in lack of concerted efforts and development of
expertise in search of new molecules or products in chemicals, pharmaceuticals,
specialty materials and biotechnology. The restrictions summarized under sections 3, 4
and 5 of the patent Act also led to lack of research directed towards new specialty
materials including semiconductors, smart materials, alloys, optical glasses, etc., as these

tell within the "non-patentable materials" category in India.
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F.H. Erbisch and K.H. maredia, op. cit., p. 151.
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After the collapse of communism in the former Soviet republics and the end of the
cold war, the emerging Russian market has attracted much interest and attention from
toreign investors. When a foreign company considers investing in Russia, however,
there are many factors it must consider. Protection of intellectual property rights (IPR

is one of these. There are four general situations in which foreign companies

encounter problems of IPR protection under Russian legislation;

) When a foreign company brings its own intellectual property (IPy to Russia; (i1)
when joint IP is developed during the activities of a cooperative venture; (iily when a
Russian partner brings IP to the joint venture in Russia; and vy when a foreign
company utilizes Russian [P exclusively. Outside of Russia. While the first two

situations relate to the enforceability of existing Russian laws, the latter two mainly
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The patent law of the Russian Federation
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reflect the drawbacks of the former Soviet legislation as applied to the IP predating the

current legislation.

Russia has a long and widespread tradition of disregarding IPR. The deficiencies in
protecting IPR in Russia are partly rooted in the absence of a tradition of private
ownership in the former Soviet Union. The Soviet laws stemmed from the uniquely
communist idea that societal benefit in the form of cultural and scientific development
took priority over an individual's rights. Accordingly, the primary goal of IP law was to
disseminate creative works and inventions to a wider sector of the population rather

than to curtail undue competition and protect the individual rights of creators.

@) Silvia Salazar- Cab International 1998. Intellectual property rights in agricultural

biotechnology (eds. F.H. Erbisch and K.M. Merdia), Costa Rica. P. 179.

c@ydﬁu\‘)}l&uﬂ\uﬂi\"éiu\_\S)Ecgh:\‘)Sﬂ\l;\SM\é.Aa.:\u:jS)}Lﬂ\ua.\gts.g)&»)s&
Lk ¢ laill dad 5 4y jlatll aidle ol ac) ial ol caclay) 8 DUae o Uge lia iey i ol cp it
Al pall LAY (e 58S 8 S L g il 58 (e Al 1S )l S 25 (Dle Y1 13 e el g ¢ sl
el 5 lapanadll 5 &1 3581 Cle) yy 2l ) G5 siall g 4y Sall AEL (3 gha Aylany Adai yall



RN 1 aamll 5 juilall Aidl — ool g 3 i) Sal) dlas

Al gall 4y i) dgaigl) dadiia & e 1S i S SWHO (8 Juaaiy
plad () (a9 gy ABLET) (B guae L) (f LaS el i g A8Y) 1gali gra
S A BT A puand | A 5 Cianadl LaS 2 Y 441

(s Alaadly adali 4 el cladlall Caal 2V AV ale o e g

4 il cladlad) ot 88 8 UM Aauiii ¢ Ja gl) LS el ABLESH Judady 1S5 jlis S

A5 S Baal g (LS Ui oS <) g LS ¢ galbid) (Sl sal slae ) Joal) B
Dald gy Lgal) )l ¥ ol gpa

Ll il Ay ySall ALl (3 sia (il 585 caall (3 s g Liiall by Ay jlail elas¥1 5 3 el
Ol 53 Bl glasall aad o Caig Tan Ay 68 IS 5l o€ 8 Ay Sall ASLA (5 sda () 585 aall (35 g
Sile) o abaid 1S Jl S 8 3, jSall A SLall (3 58 (il 58 L8 e liall A8kl Jlae (85 (lus) (38
LOSe W5 A lall e lawll s ¢ jlail) ciladall g cdadiall o 3lai 5 dpelinall Claaail)  z3laill &1 iV
OB ey el a8y Alal) G @lEl e IS 8 Ol LEY) (aan dlag) (S 1S )l S ol 8 8
A ¢y AELE) Al il ol aliea s Ciladlial 5 58 Gl s 2V AAY Gle jaliall Cal gl

.Phonogram convention al s> 5 o8 48L& 5 Lo 5 ) A8 cCaia

The patent law of the Russian Federation, which places the protection of IP in Russia
on a par with international standards, was adopted on 23 September 1992, and became
effective on 14 October 1992. Short overview of the patent law of the Russian

Federation is given in the following sections.

Costa Rica is a member of the World Intellectual property organization (WIPO) and
continues to receive its technical assistance and training. The country is also a member

of the 1916 Buenos Aires convention and very recently, the Paris convention.

As of 1970, trademarks are protected in Costa Rica by the central American
convention. Consequently, trademark laws in member countries, Guatemala, El
Salvador, Nicaragua and Costa Rica, are the same. While trade secrets are not
specifically mentioned in Costa Rican laws, some references can be found in both the

criminal and labor codes.

The 1982 copyright law has also undergone many changes and reforms. Most of these

changes implemented the Berne convention, Geneva convention, Rome convention
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and the Phonogram convention. Costa J Rican intellectual property (IP) laws are

summarized in table (1).
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Y Piracy is not, and never has been, a great problem in Costa Rica (R. Sherwood,

personal communication, 1996y even though the patent law and the copyright law
were promulgated only 15 years ago. After costa Rica signed the general agreement on
Tarifts and trade (GATT; now the world trade organization (WTOy), the country

recognized that substantial changes were needed in the existing IPR laws.

As in most developing countries, IPR protection has never been well known or
studied much in Costa Rica. Until the 1980s, IPR laws dated from the last century; for
example, the Nicaraguan patent law a dated from 1899. The laws were there but no
one followed them. J however, inspired by a critical movement in the 1970s, the
situation (changed in the 1980s. Big changes were also made in most Latin American
countries' IPR systems- especially patens. Studies and papers began to criticize the
distortions and problems associated with patens produced in Latin American
economies (SELA, 1988). This situation continued in a majority of Latin America
before and during the GATT negotiations. Some of the characteristics of these system
included: 1y Weak protection in some fields and a lack of protection in others, with
the latter especially found in pharmaceutical patents and agrochemical areas; (iiy short

patent terms; and ity lack of IPR enforcement.
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@) R Stephen Crespi- CAB international 1998. Intellectual property rights in agricultural
biotechnology (eds. F.H. Erbisch and K.M. Maredia, p. 2000.

All European countries have their own national patent law and most are also members
of the regional patent system of the European patent convention (EPC, 1973). Under
the EPC, a single patent application can cover all, or any selection, of the countries
that have joined this convention. EPC law takes precedence over national laws and

these are required to be in harmony with it.

In addition there is the politico-economic grouping of the European community or
Union (EU) which can legislate for EU members by directives or regulations.
Examples are the proposed EU directive on the legal protection of biotechnological

inventions (EU directive, 1988/ 1995y, and the European council regulation on a
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community- wide system of plant variety rights (European council, 1994y. Most
European countries have national laws of plant variety protection and are also members
of UPOV. UPOV has been revised more than once since its inception. The currently
operative test is the 1978 version (UPOV, 1978). A further significant revision was
made in 1991 (UPOV, 1991y and awaits ratification by member states. This complex

mix of applicable laws gives rise to the legal interface problem.
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@ Tan Loke- Khoon (Chinay. Op. cit., p. 109,

In April 1985, the patent law of the people's republic of China (the patent lawy and its
implementing regulations came into eftect. This legislation is made up of features from

patent laws drawn from a number of developed and socialist countries. The revised
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version of the patent law, together with the detailed implementing rules for the patent

law of the people's republic of china became effective on 1 January 1993.

Eftective from 1 January 1994, China became a member of the patent cooperation
treaty (PCT). Consequently the PRC patent office can now receive international

applications filed by applicants in any contracting states of the PCT.

The patent law, like the trademark law, adopts a first-to file system. Accordingly, the
first inventor to file an application for an invention has the right to patents awarded
with respect to the invention. Pursuant to the Paris convention, however, if a patent
application for an invention or utility model is first filed in another convention-
member country within 12 months before the filling date in the PRC, the prior filing
date will be regarded as the priority date in the PRC. The relevant period is six

months in the case of design patent applications.
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U Indian patents and designs came under the management of the controller of patents

and designs on 15 August, 1947. After, independence, this act was nationalized
(Chand, 1950; Ayyangar, 1959). A patents Bill was introduced into parliament in
1965, but did not go through, so an amended bill was introduced in 1967, resulting in
the patents Act of 1970, which together with the rules, came into force on 20 April
1972. This Act is known as the Indian patents Act 1970 and is still in force. The
designs act was brought into India in 1872 to extend protection to textiles, linen,
cotton, calicoes and muslin; this included patterns/ prints and modeling, casting,
embossment of ornaments or articles of manufacture. The Indian patent and designs
Act came into force in 1911 with amendments is 1978 (summarized in appendix 10.1
at the end of this chaptery with the rules amended in 1985. These are currently in

force.

Legislation to protect trademarks came into force on 6 June 1942 and was based on the
principles of English common law the act of 1940 was further amended to the Indian
trade and merchandise marks act 1958 which came into force on 25 November 1959.

This act 1s still in force.
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idlsall J s LS
The patentability of biological inventions is dealt with in section 25 (4y (ay of the
patents Act, which adopts similar wording to the corresponding EPC provision (EPC
article 53 (by). It states that, A patent shall not be granted for any variety of animal or
plant or any essentially biological process for the production of animals or plants, not
being a I microbiological process or the product of such a process. While
microbiological processes and their products are therefore clearly patentable, exactly

what constitutes a microbiological process or a product thereof, and what the situation
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1s regarding the patentability of other living material, is less clear, because the Act does
not define key terms such as variety, essentially biological or microbiological, and our
courts have not been called upon to interpret these terms. Guidance is therefore
obtained from other jurisdictions whose legislation contains similar provisions, the
European patent office (EPO) guidelines for examination being a particularly useful
source in this regard. (it must be borne in mind; though this grecref low is rMt vtfsSF-
enf, evgttitt those jurisdictions whose lead south Africa tends to follow). A
microbiological process or the product of such a process' is therefore expected to

include microorganisms as well as processes involving their use and utility.
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- In 1974 standards for granting and managing patents and brands were established
through decision 85 JUNAC, 1982). This decision developed the basic tenets of
decision 24 in the area of IP. Patentability requirements and administrative procedures
to grant them were defined. The protection granted was generally weak, in response to
the idea that this system benefited basically foreign companies. The period of patent
protection was, for example, ten years and strong compulsory licensing possibilities

were established.

In the current open-economies phase of the Andean Pact Decision 24, its related
standards were abandoned and substituted by new regulations allowing foreign
investments and international movement of capital. In the area of IP, stronger
protection of patents and brands was provided, and new areas such as industrial secrets
and denominations of origin, were opened. This new trend started with decision 311
in 1991 and decision 313 in 1992. As a result, the IP regime of the Andean Pact

countries conforms closely to standard international practice (SELA, 1994,.

The current intellectual property rights (IPRy policy of the Andean Pact countries
includes a common patent and plant breeders' rights (PER) system, expressed in

decisions 344 and 345 and published in the Andean Gazette no. 142 of 29 October

1993. More recently, a common policy regulating access to genetic resources was
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agreed upon, which has some IPR implications. It is contained in Decision 391

published in Gazette no. 213 in July 1996.
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@) W R. Jaffe and E. Arteaga- marcane. Op. cit., p. 172.

The most representative policy of the Ar-dean Pcct in its first period "of existence was
the famous decision 2- of December 1970 which established a common regime for the
treatment of foreign capital and brands, patents, licenses and royalties JUNAC, 1982).
[t heavily regulated foreign investment in the member countries, providing strong
support to national capital. Whole economic sectors like financial services and
banking, for example, were reserved for national capital. Foreign investment as well as
capital export had to be authorized by government. The progressive conversion of

foreign companies into national ones was foreseen.

The widely held perception of abuses in the licensing of foreign technology to local
companies also led to standards designed to strengthen the bargaining position of
national companies, vis-a-vis foreign providers of technology. Licenses had to be
approved by government and had to conform to certain standards. Restrictions for the
licensee on use of the technology and of the products manufactured with it were
forbidden. Member countries were instructed to set up specialized intellectual property

(IP) offices.
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@ p. Ganguli (Indiay. Op. cit., p. 142.

Any changes would have to address the unique features of the Indian patents Act 1970,
which were discussed above. A proper balance between national/ public interests on
one hand and private interests on the other will have to be struck before a bill is

considered to be debated in the parliament.

The patent ordinance 1994 no. 13. Of 1994 (Government of India, 1994; Ganguli,
1995y as supplementing the Indian patents Act 1970 came into force on 31 December
1994 for a short period but was rejected by the upper house of the Indian parliament in
March 1995. This ordinance, which 1s no longer in force, made provisions for filing of
product patents for foods, drugs and medicines, including insecticides, pesticides,
herbicides, etc. in fact, it virtually removed all restrictions in section 5 (a). thus every

item listed in section 21y 1 was included under the banner of patentable inventions.
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@ P Ganguli. Op. cit., P. 144 (Indiay:

Since the rejection of this patent amendment bill, the matter is with the special
committee in Parliament. The committee has been deliberating on the integrated
issues of IPR, which include amendments to the patents Act, the Merchandise and
trademarks Act, a suf generis system and a plant varieties protection act. It is expected
that bills recommending these changes will soon be presented to parliament. A few of

the possible changes are listed in table (2).

In the process of harmonization of the patent laws, one will have to consider the

options provided by article 27 of TRIPs, which states
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@ p. Ganguli. Op. cit., p. 145.
- 27 (3y Members may also exclude from patentability.
@) Diagnostic, therapeutic and surgical methods for the treatment of human or animals.

(by Plants and animals, other than microorganisms and essentially biological processes for
the production of plants or animals other than non- biological and microbiological
process. However, members shall provide for the protection of plant varieties either by
patents or by an effective sui generis system or by any combination thereof. The
provisions of this subparagraph shall be reviewed four years after the date of entry into

torce of the WTO agreement.



